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21 CFR Ch. I (4–1–10 Edition) § 310.103 

§ 310.103 New drug substances in-
tended for hypersensitivity testing. 

(a) The Food and Drug Administra-
tion is aware of the need in the prac-
tice of medicine for the ingredients of 
a new drug to be available for tests of 
hypersensitivity to such ingredients 
and therefore will not object to the 
shipment of a new drug substance, as 
defined in § 310.3(g), for such purpose if 
all of the following conditions are met: 

(1) The shipment is made as a result 
of a specific request made to the manu-
facturer or distributor by a practi-
tioner licensed by law to administer 
such drugs, and the use of such drugs 
for patch testing is not promoted by 
the manufacturer or distributor. 

(2) The new drug substance requested 
is an ingredient in a marketed new 
drug and is not one that is an ingre-
dient solely in a new drug that is le-
gally available only under the inves-
tigational drug provisions of this part. 

(3) The label bears the following 
prominently placed statements in lieu 
of adequate directions for use and in 
addition to complying with the other 
labeling provisions of the act: 

(i) ‘‘Rx only’’; and 
(ii) ‘‘For use only in patch testing’’. 
(4) The quantity shipped is limited to 

an amount reasonable for the purpose 
of patch testing in the normal course 
of the practice of medicine and is used 
solely for such patch testing. 

(5) The new drug substance is manu-
factured by the same procedures and 
meets the same specifications as the 
component used in the finished dosage 
form. 

(6) The manufacturer or distributor 
maintains records of all shipments for 
this purpose for a period of 2 years 
after shipment and will make them 
available to the Food and Drug Admin-
istration on request. 

(b) When the requested new drug sub-
stance is intended for investigational 
use in humans or the substance is le-
gally available only under the inves-
tigational drug provisions of part 312 of 
this chapter, the submission of an ‘‘In-
vestigational New Drug Application’’ 
(IND) is required. The Food and Drug 
Administration will offer assistance to 
any practitioner wishing to submit an 
Investigational New Drug Application. 

(c) This section does not apply to 
drugs or their components that are 
subject to the licensing requirements 
of the Public Health Service Act of 
1944, as amended. (See subchapter F— 
Biologics, of this chapter.) 

[39 FR 11680, Mar. 29, 1974, as amended at 55 
FR 11578, Mar. 29, 1990; 67 FR 4907, Feb. 1, 
2002] 

Subpart C—New Drugs Exempted 
From Prescription-Dispensing 
Requirements 

§ 310.200 Prescription-exemption pro-
cedure. 

(a) Duration of prescription require-
ment. Any drug limited to prescription 
use under section 503(b)(1)(B) of the act 
remains so limited until it is exempted 
as provided in paragraph (b) or (e) of 
this section. 

(b) Prescription-exemption procedure for 
drugs limited by a new drug application. 
Any drug limited to prescription use 
under section 503(b)(1)(B) of the act 
shall be exempted from prescription- 
dispensing requirements when the 
Commissioner finds such requirements 
are not necessary for the protection of 
the public health by reason of the 
drug’s toxicity or other potentiality 
for harmful effect, or the method of its 
use, or the collateral measures nec-
essary to its use, and he finds that the 
drug is safe and effective for use in 
self-medication as directed in proposed 
labeling. A proposal to exempt a drug 
from the prescription-dispensing re-
quirements of section 503(b)(1)(B) of the 
act may be initiated by the Commis-
sioner or by any interested person. Any 
interested person may file a petition 
seeking such exemption, which petition 
may be pursuant to part 10 of this 
chapter, or in the form of a supplement 
to an approved new drug application. 

(c) New drug status of drugs exempted 
from the prescription requirement. A drug 
exempted from the prescription re-
quirement under the provisions of 
paragraph (b) of this section is a ‘‘new 
drug’’ within the meaning of section 
201(p) of the act until it has been used 
to a material extent and for a material 
time under such conditions except as 
provided in paragraph (e) of this sec-
tion. 
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(d) Prescription legend not allowed on 
exempted drugs. The use of the prescrip-
tion caution statement quoted in sec-
tion 503(b) (4) of the act, in the labeling 
of a drug exempted under the provi-
sions of this section, constitutes mis-
branding. Any other statement or sug-
gestion in the labeling of a drug ex-
empted under this section, that such 
drug is limited to prescription use, 
may constitute misbranding. 

(e) Prescription-exemption procedure of 
OTC drug review. A drug limited to pre-
scription use under section 503(b)(1)(B) 
of the act may also be exempted from 
prescription-dispensing requirements 
by the procedure set forth in § 330.13 of 
this chapter. 

[39 FR 11680, Mar. 29, 1974, as amended at 41 
FR 32582, Aug. 4, 1976; 42 FR 4714, Jan. 25, 
1977; 42 FR 15674, Mar. 22, 1977; 72 FR 15043, 
Mar. 30, 2007] 

§ 310.201 Exemption for certain drugs 
limited by new-drug applications to 
prescription sale. 

(a) The prescription-dispensing re-
quirements of section503(b)(1)(B) of the 
Federal Food, Drug, and Cosmetic Act 
are not necessary for the protection of 
the public health with respect to the 
following drugs subject to new drug ap-
plications: 

(1) N-Acetyl-p-aminophenol (acetami-
nophen, p-hydroxy-acetanilid) prepara-
tions meeting all the following condi-
tions: 

(i) The N-acetyl-p-aminophenol is 
prepared, with or without other drugs, 
in tablet or other dosage form suitable 
for oral use in self-medication, and 
containing no drug limited to prescrip-
tion sale under the provisions of sec-
tion 503(b)(1) of the act. 

(ii) The N-acetyl-p-aminophenol and 
all other components of the prepara-
tion meet their professed standards of 
identity, strength, quality, and purity. 

(iii) If the preparation is a new drug, 
an application pursuant to section 505 
(b) of the act is approved for it. 

(iv) The preparation contains not 
more than 0.325 gram (5 grains) of N- 
acetyl-p-aminophenol per dosage unit, 
or if it is in liquid form not more than 
100 milligrams of N-acetyl-p-amino-
phenol per milliliter. 

(v) The preparation is labeled with 
adequate directions for use in minor 
conditions as a simple analgesic. 

(vi) The dosages of N-acetyl-p-amino-
phenol recommended or suggested in 
the labeling do not exceed: For adults, 
0.65 gram (10 grains) per dose or 2.6 
grams (40 grains) per 24-hour period: for 
children 6 to 12 years of age, one-half of 
the maximum adult dose or dosage; for 
children 3 to 6 years of age, one-fifth of 
the maximum adult dose or dosage. 

(vii) The labeling bears, in juxtaposi-
tion with the dosage recommendations, 
a clear warning statement against ad-
ministration of the drug to children 
under 3 years of age and against use of 
the drug for more than 10 days, unless 
such uses are directed by a physician. 

(viii) If the article is offered for use 
in arthritis or rheumatism, the label-
ing prominently bears a statement 
that the beneficial effects claimed are 
limited to the temporary relief of 
minor aches and pains of arthritis and 
rheumatism and, in juxtaposition with 
directions for use in such conditions, a 
conspicuous warning statement, such 
as ‘‘Caution: If pain persists for more 
than 10 days, or redness is present, or 
in conditions affecting children under 
12 years of age, consult a physician im-
mediately’’. 

(2) Sodium gentisate (sodium-2, 5-di-
hydroxybenzoate) preparations meet-
ing all the following conditions: 

(i) The sodium gentisate is prepared, 
with or without other drugs, in tablet 
or other dosage form suitable for oral 
use in self-medication, and containing 
no drug limited to prescription sale 
under the provisions of section 503(b)(1) 
of the act. 

(ii) The sodium gentisate and all 
other components of the preparation 
meet their professed standards of iden-
tity, strength, quality, and purity. 

(iii) If the preparation is a new drug, 
an application pursuant to section 
505(b) of the act is approved for it. 

(iv) The preparation contains not 
more than 0.5 gram (7.7 grains) of anhy-
drous sodium gentisate per dosage 
unit. 

(v) The preparation is labeled with 
adequate directions for use in minor 
conditions as a simple analgesic. 
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